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Subject Notice in Accordance with TSCA Section 8(e): Results of an OECD 421
Reproduction/Developmental Toxicity Screening Test in Wistar Rats, administration via
gavage, with Aminoguanidinium hydrogen carbonate, CASRN 2582-30-1

Dear Section 8(e) Coordinator:

BASF Corporation is submitting interim results of an Reproduction/Developmental Toxicity
Screening Test in Wistar Rats [CrI:W(HAN) Charles River, Sulzfeld, Germany], administration via
gavage, with Aminoguanidinium hydrogen carbonate (CASRN 2582-30-1), conducted by BASF SE,
Ludwigshafen, Germany.

The study was canied out in accordance with the requirements of intemational guidelines such as:

. OECD Guidelines for Testing of Chemicals, Guideline 421

. EPA, Health Effecls Test Guidelines; OPPTS 870.3550

The test substance was administered to groups of 10 male and 10 female young Wistar rats (F0
parental generation) as suspension in 1% Carboxymethylc,ellulose in drinking water, via daily
gavage. The dose levels were.0, 100, 300 and 1000 mg/kg body weighUday. About 2 weeks after
the beginning of treatment, F0 animals were mated to produce a lifter (Fl). Mating pairs were from
the same dose group. Pregnant females were allowed to give birth and the offspring was brought
up until postnatal day (PND) 4. The study is terminated with the sacrifice of the F1 pups on PND 4
and of lactating dams shortly thereafter.

The following is a summary of the most relevant interim results:

1000 mg/kg brl/d:
. Salivation in males during premating and mating (up to 4 of 10 animals) and in females during

gestation (1 of 10 animals)
. Piloerection and high stepping gait in females during gestation (1 of 10 animals) and lac{ation

(up to 4 of 10 animals)
o Reduced food consumfiion in males C190/6) and females (-17o/o) in the first week of premating

and in females during lactation C24%)
r Slight reduced body weight in males during premating and mating C6%) and in females during

lactation (8%)
. Two animals with complete litter loss
. 20 Pups (28%) are found dead/stillborn/cannibalized
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. Reduced pup weights in males C9% day 1) and females (-10% day 1)

. 38 Pups (53%) with various alterations of the pericardial blood vessels (aneurysm in duc{us
arteriosus, pulmonary artery resp. aorta)

300 mglkg brv/d
. Salivation in females during gestation and lactation (1 of 10 animals)
. 1 Pup (206) are stillborn
o 4 Pups (7%) with various alterations of the pericardial blood vessels (aneurysm in ductus

arteriosus, pulmonary artery resp. aorta)

100 mg/kg bur/d:
. 2 Pups (2%) are found dead/stillbom
o 2 Pups (2%) with various alterations of the pericardial blood vessels (aneurysm in ductus

arteriosus resp. aorta)

ln the time frame between lactation and necropsy of the female animals of the 1000 mg/kg body
weighUday group the following clinical findings are observed:

. One female animal was sacrificed in a moribund state (poor general
condition/paresis/hypothermia/urine stained anogenital region)

. All animals showed gait abnormalities as high stepping and or unsteady gait. ln 8 (out of 10)
animals paresis of the hind limbs were seen shortly before the scheduled necropsy

The data evaluation of the study is ongoing

BASF Corporation understands that reporting of the results from this study under TSCA 8(e) is in
accordance with EPAs policy.

Please note the technical contact and address below and direct all correspondence regarding this
submission accordingly. lf you have any questions, please call (248) 948-2051.

Sincerely,
Technical Contact: Alisa Boucher

&t-.**,Hru*x-,p,r_-
BASF Corporation
Product Regulatory Center of Expertise - North America
26701 Telegraph Road, Southfield, MI 48033

174znd & 1748th
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From: t248) 948-2051

Alisa Boucher
BASF

26701 Telegraph Road

SOUTHFIELD, MI48033
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J1410t 4020rffi26

BILL SENDER

Ship Date: 25JUN14
ActWst 1.0 LB
CAD: 4506910flNET3490

Delivery Address Bar Code

SHIP T0: (202) 564-8930

ATTN: TSCA Section 8(e)
USEPA East Room 6428
1201 Gonstitution Ave., NW

WASHINGTON, DC 2(l(}(}4

Ref# US635018
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Dept #
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Atur pdnting thb lab.l:
1. Us€ thg'P.int buiton on this pagE to print your lab€lio your laser or inkjet prinbr.
2. Fold he pdnbd page along the horizontal line.
3. Place lab6l in shipping poudr and affix it to your shipmont so that the barcode portion of the labelcan be read and scanned.

Warnlng: Use only the printed original labelfor shipping. Using a photocopy of this labelfor shipping purposes is frsudulent and could
result in additional billing chaEes, along with the cancellation ofyour FedEx account number.
use of this system constituEs your agreement to the service conditions in the current FedEx Service Guide, available on
fedex.com.FedEx will not be responsible for any claim in excass of $100 pEr package, whEiher the Bsult of loss, damage, dslay, non-
delivery,misdelivery,or misinformation, unle$ you declare a higher value, pay an additional chargg, document your aclual loss and fil€ e
timely claim.Limitations fuund in the anffent FedEx Service Guide apply. Your right to reco\ier from FedEx for any los6, induding intrinsic
value of th€ packags, loss of sales, income inteesi, profil, attorney's fues, costs, and other foms of damage wheher direc{,
incr:dental,consequential, or special is limited to the greater of $'100 or the authorized declaEd value. Recovery cannot exc€ed actual
docum€nted loss.Maximum for iEms of extraordinary value is $1,000, e.g. iewelry, precious metals, negotiabl€ insfumenb and other
ibms lisGd in our Servicecuide. WritEn claims must be filed within sfic{ time limits, see current F€dEx SeMc€ Guide.
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